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F323

Rev

42 C.F.R. § 483.25(h) Accidents. The facility must ensure that —
(1) The resident environment remains as free of accident hazards as is possible;

and
(2) Each resident receives adequate supervision and assistance devices to prevent

accidents.
INTENT: 42 C.F.R. 8§ 483.25(H) (1) AND (2) ACCIDENTS AND SUPERVISIO

The intent of this requirement is to ensure the facility provides an environ is free
from accident hazards over which the facility has control and provides isi
assistive devices to each resident to prevent avoidable accidents. Thi

e ldentifying hazard(s) and risk(s); 0
e Evaluating and analyzing hazard(s) and risk(s);
e Implementing interventions to reduce hazard(s) (s); and

e Monitoring for effectiveness and modi interventions when necessary.

DEFINITIONS ‘ )
Definitions are provided to clari r lated to providing supervision and other

interventions to prevent accident

current ds of practice (e.g., drug side effects or reaction).

e “Accident” refersfo pected or unintentional incident, which may result
in injury,or illpess to a resident. This does not include adverse outcomes that are
a direcé& of treatment or care that is provided in accordance with

:Avoidable Accident’ means that an accident occurred because the
facility failed to:

- Identify environmental hazards and individual resident risk of an
accident, including the need for supervision; and/or

- Evaluate/analyze the hazards and risks; and/or

- Implement interventions, including adequate supervision,
consistent with a resident’s needs, goals, plan of care, and current
standards of practice in order to reduce the risk of an accident;
and/or



- Monitor the effectiveness of the interventions and modify the
interventions as necessary, in accordance with current standards
of practice.

0 ““Unavoidable Accident” means that an accident occurred despite facility
efforts to:

- Identify environmental hazards and individual resident risk of an
accident, including the need for supervision; and

- Evaluate/analyze the hazards and risks; and

- Implement interventions, including adequate supg
consistent with resident’s needs, goals, plan of g&
standards of practice in order to reduce the.i

and
- Monitor the effectiveness of theinterventi d modify the
interventions as necessary, in ith current standards
of practice.
“Assistance Device” or “Assistive De refers to any item (e.g., fixtures such
as handrails, grab bars, and devic ment such as transfer lifts, canes, and
wheelchairs, etc.) that is used by,for In re of a resident to promote,

supplement, or enhance the resident’s function and/or safety.

NOTE: The currently a enclature refers to ““assistive devices.”

Although t fstance devices™ is used in the regulation, the

Guidanc n this document will refer to “assistive devices.”
“Envir to the resident environment. (See definition for *““resident
environ ’

unintentionally coming to rest on the ground, floor, or other
ut not as a result of an overwhelming external force (e.g., resident
other resident). An episode where a resident lost his/her balance and
Id have fallen, if not for staff intervention, is considered a fall. A fall without
y is still a fall. Unless there is evidence suggesting otherwise, when a
resident is found on the floor, a fall is considered to have occurred.*

“Hazards” refer to elements of the resident environment that have the potential to
cause injury or illness.

0 ““Hazards over which the facility has control’” are those hazards in the
resident environment where reasonable efforts by the facility could
influence the risk for resulting injury or illness.



0 ““Free of accident hazards as is possible™ refers to being free of accident
hazards over which the facility has control.

e “‘Resident environment” includes the physical surroundings to which the resident
has access (e.g., room, unit, common use areas, and facility grounds, etc.).

e “Risk” refers to any external factor or characteristic of an individual resident
that influences the likelihood of an accident.

e “‘Supervision/Adequate Supervision” refers to an intervention and means{of
mitigating the risk of an accident. Facilities are obligated to provide adequate

OVERVIEW

Numerous and varied accident hazards exist in everyday life. Nat all accidents are
avoidable. The frailty of some residents increases thei ility to hazards in the
resident environment and can result in life threatening injuries. It is important that all
facility staff understand the facility’s responsi , as well as their own, to ensure the
safest environment possible for residents.

The facility is responsible for providing care to residents in a manner that helps promote
quality of life. This includes respe e s’ rights to privacy, dignity and self
determination, and their right to e chaiees about significant aspects of their life in the
facility.

For various reasons, residents @rg'exposed to some potential for harm. Although

oked, there are varying degrees of potential for harm. It is
reasonable to accept some fisks as a trade off for the potential benefits, such as
maintaining dig -determination, and control over one’s daily life. The facility’s

The respansibility to respect a resident’s choices is balanced by considering the potential
impact of these choices on other individuals and on the facility’s obligation to protect the
residents from harm. The facility has a responsibility to educate a resident, family, and
staff regarding significant risks related to a resident’s choices. Incorporating a
resident’s choices into the plan of care can help the facility balance interventions to
reduce the risk of an accident, while honoring the resident’s autonomy.

Consent by resident or responsible party alone does not relieve the provider of its
responsibility to assure the health, safety, and welfare of its residents, including
protecting them from avoidable accidents. While Federal regulations affirm the
resident’s right to participate in care planning and to refuse treatment, the regulations do
not create the right for a resident, legal surrogate, or representative to demand the



facility use specific medical interventions or treatments that the facility deems
inappropriate. The regulations hold the facility ultimately accountable for the resident’s
care and safety. Verbal consent or signed consent forms do not eliminate a facility’s
responsibility to protect a resident from an avoidable accident.

An effective way for the facility to avoid accidents is to commit to safety and implement
systems that address resident risk and environmental hazards to minimize the likelihood
of accidents.”*® A facility with a commitment to safety:

e Acknowledges the high-risk nature of its population and setting;

e Develops a reporting system that does not place blame on the staff or
reporting resident risks and environmental hazards;

e Involves all staff in helping identify solutions to ensure a e
environment;

e Directs resources to address safety concerns; and

e Demonstrates a commitment to safety at all leve organization.

A SYSTEMS APPROACH

with the regulations at 42 C.F.R. § 483.2
approach may include:

Establishing and utilizing a systematic agproa esident safety helps facilities comply
and (2). Processes in a facility’s system

. itoring for effectiveness and modification of interventions when necessary.

A key element of a systematic approach is the consistent application of a process to
consistently address identified hazards and/or risks. Risks may pertain to individual
residents, groups of residents, or the entire facility. Hazards may include, but are not
limited to, aspects of the physical plant, equipment, and devices that are defective or are
not used properly (per manufacturer’s specifications), are disabled/removed, or are not
individually adapted or fitted to the resident’s needs. An effective system not only
identifies environmental hazards and the resident’s risk for an avoidable accident, but
also the resident’s need for supervision.



Identifying and addressing risks, including the potential for accidents, includes
consideration of the environment, the resident’s risk factors, and the need for
supervision, care, and assistive devices. This will allow the facility to communicate
information about observed hazards, identify resident-specific information, develop and
implement an individualized plan of care to address each resident’s needs and goals, and
to monitor the results of the planned interventions. The plan of care should strive to
balance the resident’s wishes with the potential impact on other residents.

A systematic approach allows the facility to adjust its responses depending on the
urgency of the situation and the hazards identified. The system includes a meang for
communicating the observations of hazards and the recording of resident specifi

aware of potential hazards in the resident environme
an avoidable accident. All staff (e.g., professional, ad

resident. Various sources provide infor azards and risks in the resident
environment. These sources may includ e not limited to, quality assurance

activities, environmental rounds, M ta, medical history and physical exam,
and individual observation. Thi rmatien is to be documented and communicated

across all disciplines.

Evaluation and Analysis

Evaluation and
risks and to devg
Interdisciplinar
includ xampte,"considering the severity of hazards, the immediacy of risk, and
trends of day, location, etc.

Both the facHity-centered and resident-directed approaches include evaluating hazard
and accident risk data, analyzing potential causes for each hazard and accident risk, and
identifying or developing interventions based on the severity of the hazards and
immediacy of risk. Evaluations also look at trends such as time of day, location, etc.



Implementation of Interventions

Implementation refers to using specific interventions to try to reduce a resident’s risks
from hazards in the environment. The process includes: communicating the interventions
to all relevant staff, assigning responsibility, providing training as needed, documenting
interventions (e.g., plans of action developed by the Quality Assurance Committee or
care plans for the individual resident), and ensuring that the interventions are put into
action.

Interventions are based on the results of the evaluation and analysis of information about
hazards and risks and are consistent with relevant standards, including evidence-based

practice. Development of interim safety measures may be necessary if interventions
cannot immediately be implemented fully.

Facility-based interventions may include, but are not limited to, educating
the device/equipment, and developing or revising policies and procedur;
directed approaches may include implementing specific interventions g
of care, supervising staff and residents, etc. Facility records docume
implementation of these interventions.

Monitoring and Modification

Monitoring is the process of evaluating the effectiveness of interventions. Modification is
the process of adjusting interventions as needed to ma m piore effective in
addressing hazards and risks.

Monitoring and modification processes includ
implemented correctly and consistently,
(3) modifying or replacing interventions
of new interventions. An example ili
of staff when equipment has bee ¢ An example of a resident-specific
modification is revising the reflect the resident’s current condition and
risk factors that may have,c ce the previous assessment.

) ensuring that interventions are

g the effectiveness of interventions,
needed, and (4) evaluating the effectiveness
cific modification is additional training

SUPERVISIO

Supervision is a
obligated to pro :
is defi type and frequency, based on the individual resident’s assessed needs, and

resident t@ resident and from time to time for the same resident. Tools or items such as
personal ms can help to monitor a resident’s activities, but do not eliminate the need
for adequate supervision.

The resident environment may contain temporary hazards (e.g., construction, painting,
housekeeping activities, etc.) that warrant additional supervision or alternative measures
such as barriers to prevent access to affected areas of the resident environment.

Adequate supervision to prevent accidents is enhanced when the facility:



e Accurately assesses a resident and/or the resident environment to determine
whether supervision to avoid an accident is necessary; and/or

e Determines that supervision of the resident was necessary and provides
supervision based on the individual resident’s assessed needs and the risks
identified in the environment.

Resident Smoking

Some facilities permit residents to smoke tobacco products. In these facilities,

assessment of the resident’s capabilities and deficits determines whether or not
supervision is required. If the facility identifies that the resident needs supetvision.for
smoking, the facility includes this information in the resident’s plan of i
and revises the plan periodically as needed.

the facility. Such precautions may include smoking ofly in desig
residents whose assessment and plans of care indicate @ need for supervised smoking,
and limiting the accessibility of matches and lighters b idepts who need supervision
when smoking. Smoking by residents when oxygen is in use Is prohibited, and any
smoking by others near flammable substances o,problematic. Additional measures
may include informing all visitors of smoki iciegs and hazards.

ed areas, supervising

regulations can be found in NFPA 101, the Life
irements for signage, prohibiting smoking

d disposal of smoking materials. Refer to the

for information about facilities that desire to

Guidance concerning resident smoki
Safety Code at 19.7.4, Smoking, i
by residents classified as not res
guidance for 42 CFR 483.1

be smoke-free.

Resident-to-Res

j1arm, pain, or mental anguish. Even though a resident may have a

gnitive impairment, he/she could still commit a willful act. However,
there are instances when a resident’s willful intent cannot be determined.
In those cases, a resident-to-resident altercation should be reviewed under
this tag, F323.

It is important that a facility take reasonable precautions, including providing adequate
supervision, when the risk of resident-to-resident altercation is identified, or should have
been identified. Certain situations or conditions may increase the potential for such
altercations, including, but not limited to:



e A history of aggressive behaviors including striking out, verbal outbursts, or
negative interactions with other resident(s); and/or

e Behavior that tends to disrupt or annoy others such as constant verbalization
(e.g., crying, yelling, calling out for help), making negative remarks, restlessness,
repetitive behaviors, taking items that do not belong to them, going into others’
rooms, drawers, or closets, and undressing in inappropriate areas. Although
these behaviors may not be aggressive in nature, they may precipitate a negative
response from others, resulting in verbal, physical, and/or emotional harm.

The facility is responsible for identifying residents who have a history of disruptive or
intrusive interactions, or who exhibit other behaviors that make them more be

environment, etc.) that increase the risks associated with individual rg
those (e.g., disease, environment) that could trigger an altercati C
team reviews the assessment along with the resident and/dg, hi ative, in

The interventions listed below include supervision and ether actions that could address

potential or actual negative interactions:
e Providing safe supervised areas for un @' icted movement;

e Eliminating or reducing underlying causes of distressed behavior such as
boredom and pain;

e Monitoring environmental influences such as temperatures, lighting, and noise
levels;

e Evaluating staifing‘assignments to ensure consistent staff who are more familiar
with th ide who thus may be able to identify changes in a resident’s
conditio ehavior;

ing levels to ensure adequate supervision (if it is adequate, it is
he resident’s needs); and

be agitated, combative, verbally or physically aggressive, or anxious, and
how and when to obtain assistance in managing a resident with behavior
symptoms.



RESIDENT RISKS AND ENVIRONMENTAL HAZARDS

This section discusses common, but not all, potential hazards found in the resident
environment.

NOTE: The information included in the following sections is based on current
standards of practice or ““best practice”” models as described in the industry
literature.

The physical plant, devices, and equipment described in this section may not be hazards

by themselves. But they can become hazardous when a vulnerable resident interacts with
them. Some temporary hazards in the resident environment can affect most«esidents who
have access to them (e.g., construction, painting, and housekeeping actiyiti

including the individual resident’s functional status,
abilities, mood, and health treatments (e.g., medicatio
hazards may change over time. Ongoing assessment helps
environment pose hazards to a particular resi

Certain sharp items, such as scissors, ki u , knitting needles, or other items,
may be appropriate for many residents but hazardous for others with cognitive
impairments. Handrails, assistiv S, any surface that a resident may comes in

e
contact with may cause injury, if thg,sur is not in good condition and free from sharp
edges or other hazards.

entify when elements in the

Improper actions or omissions taff can create hazards in the physical plant (e.g.,
building and groun vironment, and/or with devices and equipment. Examples of
such hazards mightinclu re doors that have been propped open, disabled locks or
latches, nonfung % alarms, buckled or badly torn carpets, cords on floors, irregular
Saimproper storage and access to toxic chemicals, exposure to unsafe
rfaces, and unsafe water temperatures. Other potential hazards may
include at is not appropriate for a resident (e.g., chairs or beds that are too
low or unstableas to present a fall hazard) and lighting that is either inadequate or so
intense as'te’create glare. Devices for resident care, such as pumps, ventilators, and
assistive devices, may be hazardous when they are defective, disabled, or improperly
used (i.e., used in a manner that is not per manufacturer’s recommendations or current
standards of practice).

Resident Vulnerabilities

Falls and unsafe wandering/elopement are of particular concern. The following section
reviews these issues along with some common potential hazards.



Falls. The MDS defines a fall as unintentionally coming to rest on the ground, floor, or
other lower level but not as a result of an overwhelming external force (e.g., resident
pushes another resident). An episode where a resident lost his/her balance and would
have fallen, if not for staff intervention, is considered a fall. A fall without injury is still a
fall. Unless there is evidence suggesting otherwise, when a resident is found on the floor,
a fall is considered to have occurred.*

Some factors that may result in resident falls include (but are not limited to)

environmental hazards, underlying medical conditions, medication side effects, and other
factors (e.g., lower extremity weakness, balance disorders, poor grip strength, functional
and cognitive impairment, visual deficits, etc.).

Older persons have both a high incidence of falls and a high susceptibili
Falls can have psychological and social consequences, including the
confidence to try to ambulate. Evaluation of the causal factors le

helps support relevant and consistent interventions to try te pre
Proper actions following a fall include:

e Ascertaining if there were injuries, and provi treatment as necessary;
e Determining what may have caused or contributed to the fall;
e Addressing the factors for the fall; and

e Revising the resident’s plan of ca r facility practices, as needed, to reduce
the likelihood of another fz

wandering and elopement can be associated with falls and related injuries.’

Unsafe wandering may occur when the resident at risk enters an area that is physically
hazardous or that contains potential safety hazards (e.g., chemicals, tools, and
equipment, etc.). Entering into another resident’s room may lead to an altercation or
contact with hazardous items.”

While alarms can help to monitor a resident’s activities, staff must be vigilant in order to
respond to them in a timely manner. Alarms do not replace necessary supervision.



Elopement occurs when a resident leaves the premises or a safe area without
authorization (i.e., an order for discharge or leave of absence) and/or any necessary
supervision to do so. A resident who leaves a safe area may be at risk of (or has the
potential to experience) heat or cold exposure, dehydration and/or other medical
complications, drowning, or being struck by a motor vehicle. Facility policies that
clearly define the mechanisms and procedures for monitoring and managing residents at
risk for elopement can help to minimize the risk of a resident leaving a safe area without
authorization and/or appropriate supervision. In addition, the resident at risk should
have interventions in their comprehensive plan of care to address the potential for
elopement. Furthermore, a facility’s disaster and emergency preparedness planshould
include a plan to locate a missing resident.”

Physical Plant Hazards

Supervision and/or containment of hazards are needed to protect resi harm

chemical cleaning materials to those caused by adver
use of electrical devices.

Chemicals and Toxins. Various materials in the reside ment can pose a
potential hazard to residents. Hazardous materials can be found in the form of solids,
liquids, gases, mists, dusts, fumes, and vapors. routes of exposure for toxic materials
may include inhalation, absorption, or ingesti

For a material to pose a safety hazard to
allergenic; accessible and availa ent amount to cause harm. Toxic
materials that may be present in environment are unlikely to pose a hazard
unless residents have access,0 ed to them. Some materials that would be
considered harmless whep use signed could pose a hazard to a resident who
accidentally ingests or, makes centact with them.

esident, it must be toxic, caustic, or

Examples of ma that may pose a hazard to a resident include (but are not limited
to):

Is used by the facility staff in the course of their duties (e.g.,
ing chemicals) and chemicals or other materials brought into the
ident environment by staff, other residents, or visitors;

e Drugs and therapeutic agents;

e Plants and other “natural’ materials found in the resident environment or in the
outdoor environment (e.g., poison ivy).

One source of information concerning the hazards of a material that a facility may obtain
is its Material Safety Data Sheet (MSDS).® The Occupational Safety and Health
Administration (OSHA) requires employers to have a MSDS available for all hazardous



materials that staff use while performing their duties.” MSDSs are available on-line for
numerous chemicals and non-toxic materials, and should be reviewed carefully to
determine if the material is toxic and poses a hazard. Poison control centers are another
source of information for potential hazards, including non-chemical hazards such as
plants.

NOTE: Toxicological profiles for a limited number of hazardous materials are
accessible on the Agency for Toxic Substances & Disease Registry Web site.®

Many residents in long-term care facilities have conditions that may put th
increased risk for burns caused by scalding. These conditions include:

reaction time), decreased cognition or dementia, decreased mobili
ability to communicate.®

The degree of injury depends on factors including the water temperature, the amount of
skin exposed, and the duration of exposure. Some St have regulations regarding
allowable maximum water temperature. Table 1 illust age to skin in relation to
the temperature of the water and the length of time of exposure.’

Table 1. Time and Temperature Relationshi erigus Burns
Water ime Required for a 3" Degree
Temperature Burn to Occur
155°F 1 sec
148°F 2 sec
140°F 5sec
15 sec
1 min
3 min
5 min

Safe Temperatures
for Bathing (see Note)

NOTE: Burns can occur even at water temperatures below those identified in the table,

ending on an individual’s condition and the length of exposure.

Based upon the time of the exposure and the temperature of the water, the severity of the
harm to the skin is identified by the degree of burn, as follows.*°

e First-degree burns involve the top layer of skin (e.g., minor sunburn). These may
present as red and painful to touch, and the skin will show mild swelling.



e Second-degree burns involve the first two layers of skin. These may present as
deep reddening of the skin, pain, blisters, glossy appearance from leaking fluid,
and possible loss of some skin.

e Third-degree burns penetrate the entire thickness of the skin and permanently
destroy tissue. These present as loss of skin layers, often painless (pain may be
caused by patches of first- and second-degree burns surrounding third-degree
burns), and dry, leathery skin. Skin may appear charred or have patches that
appear white, brown, or black.

Electrical Safety. Any electrical device, whether or not it needs to be plugged int@ an
electric outlet, can become hazardous to the residents through improper u I
maintenance. Electrical equipment such as electrical cords can become
hazards. Halogen lamps or heat lamps can cause burns or fires if no
away from combustibles in the resident environment. The Life S e prohibits the
use of portable electrical space heaters in resident areas.

Extension cords should not be used to take the place of adequatewiring in a facility. If
extension cords are used, the cords should be properlysecured and not be placed
overhead, under carpets or rugs, or anywhere that the cause trips, falls, or
overheat. Extension cords should be connected te.only one device to prevent overloading
of the circuit. The cord itself should be of a si @“ d type for the expected electrical load
and made of material that will not fray or i lectrical cords including extension
cords should have proper grounding if réquired and should not have any grounding

devices removed or not used if requi

Power strips may not be used as
Power strips may be used for'a

designed to be used with me
power strips ar i

for adequate electrical outlets in a facility.

, monitor, and printer. Power strips are not
ices in patient care areas. Precautions needed if

e: Iling internal ground fault and over-current

g cords from becoming tripping hazards; and using power

e number and types of devices used. Overload on any

protection devices;
strips that are a 3

circuit can pote % ause overheating and fire. The use of ground fault circuit
interruption (G ay be required in locations near water sources to prevent

electrMﬁ or residents.™*

The proper use of electric blankets and heating pads is essential to avoid thermal
injuries. These items should not be tucked in or squeezed. Constriction can cause the
internal wires to break. A resident should not go to sleep with an electric blanket or
heating pad turned on. Manufacturer’s instructions for use should be followed closely.
Injuries and deaths have been related to burns and fires related to the use of heating
pads. Most deaths are attributable to heating pads that generated fires, but most injuries
are burns from prolonged use or inappropriate temperature setting. Prolonged use on
one area of the body can cause a severe burn, even when the heating pad is at a low
temperature setting."?




Lighting. The risk of an accident increases when there is insufficient light or too much
light, which often results in glare. Vision among older persons varies widely; therefore,
no single level of illumination can ensure safety for all residents. The proper amount of
light depends on the resident’s visual needs and the task he/she is performing.

An older person typically needs more light to see. However, a resident with cataracts or
glaucoma may be overly sensitive to bright light, and excessive lighting could make it
more difficult to see clearly and thereby increase his/her fall risk."* Creating transitional
zones between light and dark spaces helps to improve sight recovery and enable safer
mobility. Providing extra visual cues that clearly define needed items or spaces in areas
with limited or variable light can help to enable safe performance of tasks (e.g., turning
on a light). Providing supplemental light near beds for patients who are
assist in safe mobility at night.**

NOTE: Refer to guidance for 42 C.F.R. § 483.15(h)(5) [F256] fokshi ues
related to Quality of Life.

Assistive Devices/Equipment Hazards

Assistive devices also can help to prevent accidents. Assistive dévices and equipment can
help residents move with increased independence, transfer with greater comfort, and feel

physically more secure. However, there are ri sociated with the use of such devices
and equipment, and these risks need to be balanCed with the benefits gained from their
use. Training of staff, residents, family e volunteers on the proper use of
assistive devices/equipment is crucial to prevent accidents. It is also important to
communicate clearly the approach n the care plan to all staff, including
temporary staff. It is important t in regarding resident assessment, safe transfer
techniques, and the proper u m ical lifts including device weight limitations.
NOTE: The Safe MediCal Act of 1990 (SSMDA) requires hospitals, nursing
serfacilities to report deaths, serious illnesses, and injuries

use of medical devices to manufacturers and the Food and

1. Resident Condition. Lower extremity weakness, gait disturbances, decreased
range of motion, and poor balance may affect some residents. These conditions
combined with cognitive impairment can increase the accident risks of using
mobility devices. Unsafe behavior, such as failure to lock wheelchair brakes and
trying to stand or transfer from a wheelchair unsafely, can result in falls and
related injuries;



2. Personal Fit and Device Condition. Devices can pose a hazard if not fitted
and/or maintained properly.” Personal fit, or how well the assistive device meets
the individual needs of the resident, may influence the likelihood of an avoidable
accident; and

3. Staff Practices. Mobility devices that a resident cannot readily reach may create
a hazardous situation. Unsafe transfer technique used by staff may result in an
accident. Inadequate supervision by staff of a resident during the initial trial
period of assistive device use or after a change in the resident’s functional status
can increase the risk of falls and/or injury. Additionally, staff needs to epsure

training in the use of the assistive device.

Assistive Devices for Transfer. Mechanical assistive devices for trans
not limited to, portable total body lifts, sit-to-stand devices, and tte

it reS|st nce movements that can
and addressing the

frightened during transfer in a mechanical lift may e
result in avoidable accidents. Communicating with the
resident’s fear may reduce the risk.

Factors that may influence a resident’s ris
avallablllty, re5|dent abllltles and stafft alnln .

cident during transfer include staff
e resident’s ability to communicate
ransfer will help determine the need for

to treat a reside symptom, the devices may create a risk for entrapment
Physical restraints d in the SOM at F221 as any manual method, physical or
mechanlcal dev aterial, or equipment attached or adjacent to the resident’s body

“Potential Hazards with Restraint Devices”.*” Serious injuries, as well as death, have
been reported as a result of using physical restraints. Some physical restraints carry a
risk of severe injury, strangulation, and asphyxiation. Restrained residents may be
injured or die when they try to remove restraints, to ambulate while restrained, or due to
an improperly fitted or used device.

Regardless of the purpose for use, bed rails (also referred to as “side rails,” ““bed side
rails,” and ““safety rails”) and other bed accessories (e.g., transfer bar, bed enclosures),
while assisting with transfer and positioning, can increase resident safety risk. Bed rails



include rails of various sizes (e.g., full length rails, half rails, quarter rails) that may be
positioned in various locations on the bed. In 1995, the FDA issued a Safety Alert
entitled “Entrapment Hazards with Hospital Bed Side Rails.””*® Residents most at risk
for entrapment are those who are frail or elderly or those who have conditions such as
agitation, delirium, confusion, pain, uncontrolled body movement, hypoxia, fecal
impaction, acute urinary retention, etc. that may cause them to move about the bed or try
to exit from the bed. The timeliness of toileting, appropriateness of positioning, and
other care-related activities can contribute to the risk of entrapment.*

Entrapment may occur when a resident is caught between the mattress and bed gail or in
the bed rail itself. Technical issues, such as the proper sizing of mattresses, fit a
integrity of bed rails or other design elements (e.g., wide spaces between barsi bed
rails) can also affect the risk of resident entrapment.®

The use of a specialty air-filled mattress or a therapeutic air-filledsped 0 present
an entrapment risk that is different from rail entrapment with a ss. The
high compressibility of an air-filled mattress comparedso a reg entional
mattress requires appropriate precautions when used/for a resident'at risk for

entrapment. An air-filled mattress compresses on the'side to which a person moves, thus
raising the center of the mattress and lowering the side.“Fhi y make it easier for a
resident to slide off the mattress or against the rail. Mattress compression widens the
space between the mattress and rail. When a is between the mattress and rail,
the mattress can re-expand and press the ches r head against the rail. While
using air therapy to prevent and treat préssure , facilities should also take
precautions to reduce the risk of entr t. Precautions may include following
manufacturer equipment alerts a supervision.?°

NOTE: 42 C.F.R. §483.13(a); E22 plies to the use of physical restraints. 42 C.F.R.
8 483.25(h)(2), 328 applies to assistive devices that create hazards (e.g.,
fe

devices that are ; not used properly or according to manufacturer’s
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speci i bled or removed; not provided or do not meet the resident’s
needs fit or not adapted); and/or used without adequate supervision when
requir
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INVESTIGATIVE PROTOCOL
ACCIDENTS AND SUPERVISION
Objectives
e To determine if the facility has identified hazard(s) present in the resident
environment and the individual resident’s risks for an avoidable accident posed

by those hazards;

e To determine if a resident accident was avoidable or unavoidable;

possible of hazards over which the facility has control, and mij

potential for harm; and
e To determine if the facility provides adequate pervisio@ isti

prevent avoidable accidents.

Use
Use this protocol:

e For a sampled resident who is atrisk fox, or who has a history of accidents, falls,
or unsafe wandering/elope t ine if the facility provided care and
services, including assistive deviges as necessary, to prevent avoidable accidents
and to reduce the resi ’s'isk to'the extent possible;

e For asampled resident at risk for accidents or who creates a risk to
others, t@ determina, if thefacility has provided adequate supervision; and

Observe the general environment and sampled resident environment. For a sampled
resident, briefly review the assessment and plan of care to determine whether the facility
identified resident risks and implemented interventions as necessary to guide
observations during the investigation. For a newly admitted resident at risk for
avoidable accidents, determine if the staff assessed and provided appropriate care from
the day of admission. Corroborate observations through interview and record review.



1. Observation

The survey team should make observations and investigate potential hazards that may be
encountered throughout the survey. The existence of hazards may indicate a more
serious problem; for example, that the organization lacks an effective system to identify
and correct the problem independently. The previous discussion of specific common
hazards guides surveyors to look for items indicating a failure or absence of an
organization’s systems and processes to enable safety.

During observation of the facility, the survey team may see individual residents who are
smoking tobacco products. Whether or not these residents are part of the sampl
issue of facility fires is important enough that the survey team should deter i
situation is hazardous, requiring further investigation.

Observe the environment for the presence of potential/actual haz in , but not
limited to, the following:

e Accessibility of chemicals, toxics or other hazards such a
chemicals and supplies, medications, sharp ut
lighters/smoking materials;

sekeeping
and cigarette

e Environmental conditions such as unst ﬁ’ orslippery floor surfaces, loose hand
rails, excessive water temperaturesgelectrical hazards, insufficient or excessive
light (glare), arrangement of livirig spages, obstacles in corridors, unsupervised
access into or egress out of the facili w or loose toilet seats, defective or non-
functioning beds, or malfup¢ti eelchair brakes;

t adequate supervision, in relation to the facility’s assessment of the
nd/or

response to potential/actual hazard(s) (e.g., cleaning up spilled liquids in a
resident area, keeping residents away from the hazard).

For a sampled resident at risk, observe whether staff implement the care plan
consistently over time and across various shifts. Observe how staff respond to any
identified resident hazards. Observe how staff supervise the resident, such as during
transfers and/or meals, and if caregivers have removed or modified observed hazards.
During observations of the interventions, follow up on deviations from the plan of care,
as well as potential negative outcomes.



For a resident who smokes, the facility’s determination regarding the resident’s abilities
and capabilities would indicate whether supervision is required. If the resident is found
to need supervision for smoking, this information is included in the resident’s plan of
care. Observe sampled resident(s) in the facility’s designated smoking area. If the
resident’s care plan states supervision is required while smoking, confirm that
supervision is provided. For others, note any concerns such as difficulty holding or
lighting a cigarette or burned areas in clothing that may indicate the need for
supervision.

Observe the resident to determine how the resident’s risk influences his/her vulnerability

to the observed potential hazard(s) and potential for an accident. Evaluate how the

resident’s risks relate to the observed potential hazards such as:
e The resident’s access to the hazard and the ability to react apy ; and/or

e The adequacy of the supervision provided for the resi s been assessed

2. Interview
Conduct interviews to determine the relationshi tween the resident’s risk and hazards.
Interview the resident, family, and/or responsi to the degree possible to identify:

e If the resident and/or responsible

risks for an accident and

eported, or helped identify the resident’s
zards in the resident’s environment;

t

e |If the resident and/or respensi
hazard for other resi

party was aware of or identified a potential

e |f they were aware of planned interventions to reduce a resident’s risk for an
avoidable accident;

e If they reported potential resident risks or environmental hazards to the
supervisor or others according to facility policy;

e If they acted to correct an immediate hazard, such as spilled liquids; and



e If they are aware of, and follow facility procedures correctly to remove or reduce
hazards.

3. Record Review
Assessment and Evaluation: Review the RAI and other documents such as progress
notes, physician orders, and nurses’ and consultants’ notes regarding the assessment of

the resident’s overall condition and risk factors to determine if the facility identified the
resident’s risk for avoidable accidents, evaluated and analyzed any risks, implemented

interventions to try to prevent accidents and reduce the resident’s risks, and monitored
and modified interventions as necessary.
Determine if the facility assessment is consistent with or corroborated umentation
within the record and reflects the status of the resident for:

e Behavior such as unsafe wandering, elopement, ingestin @v ,
altercations with others;

e Hearing, visual, and sensory impairments;

e Impaired physical functioning, balance ait problems;

e Diagnoses that could relate to saf s and safe practices, such as
Alzheimer’s and other dementias; arthritis, Parkinson’s disease, seizure disorder,
osteoporosis, cardiovasculatiger cular diseases, depression/psychosis;

e Symptoms/conditions that ¢ affect safety risk, such as vertigo, postural
hypotension, or acutg il ;

e Use of physical restraints'and/or other devices that might limit movement;

1at could affect function, level of consciousness, gait, balance,
ognitive ability, use such as antidepressants, anticholinergic
spanti-hypertensives, diuretics, psychotropic medications, or initiation
ication therapy; and

Plan of Care: Review the plan of care to determine if the facility developed interventions
based on the resident’s risks to try to prevent avoidable accidents, and if the plan was
modified as needed based on the response, outcomes, and needs of the resident.

If the resident has had an accident, review the record to determine if the accident is:

e The result of an order not being followed; and/or



e A care need not being addressed; and/or
e A plan of care not being implemented.

In addition, determine if the facility (1) investigated the cause of the accident and (2) if
indicated, implemented revised interventions to prevent additional avoidable accidents.

Plan of Care Revision: Determine if the facility has monitored a resident’s condition and
the effectiveness of the plan of care interventions and has made revisions (or has
documented justification for continuing the existing plan) based upon the following:

e The outcome and/or effects of goals and interventions;

e Resident failure to comply with the plan of care and interventi

N

e Changes in condition such as the ability to make decisions, cognition, functional
impairment, or changes in the medication regi

e Input by the resident and/or the responsible pers

4. Review of Facility Practices

The presence or absence of effective facilitygpragtices to provide a safe resident
environment can influence the likelihood:of an accident occurring and subsequent harm
to a resident(s). Hazards that have to exist for a long time, or a facility
history of similar problems, couldsi inadequate or ineffective facility practices.

If, during the tour, surveyorg id re delivery, hazards or potential hazards, or a

history of resident accidents, t ey team should share the findings with the entire
team and determine who will lead the investigation of the facility’s systems for
identifying, ev ing eventing avoidable accidents or hazards. Review of facility

practices may i
equipment man

review of policies and procedures, staffing, staff training, and
s information, as well as interviews with staff and management.

If ther atte ccidents involving one or more residents, determine how the
facility its responses to the accidents. Determine if the facility ensured that the
resident ent remained as free of accident hazards as possible and if each
resident received adequate supervision and assistive devices to try to prevent accidents

e ldentifying potential hazards and risks (may require various strategies to gather
such information);

e Evaluating and analyzing the information gathered to identify the underlying
causes of the hazard and/or risk;



e Implementing interventions that addressed the causes and prioritized actions
based on severity of the hazard and immediacy of the risk; and

e Monitoring implementation of interventions and determining if modification is
needed.

DETERMINATION OF COMPLIANCE (Task 6, Appendix P)
Synopsis of Regulation
The requirements at 42 C.F.R. § 483.25(h)(1) and (2) have three aspects. The first aspect
requires that a resident’s environment remains as free of accident hazards le;
the second aspect requires that the facility provide adequate supervisio the third is

that the facility provides assistive devices to prevent accidents.

Criteria for Compliance

The facility’s responsibility to accommodate individual needs and preferences and abide
by the resident’s right to choice and self-determinatio lanced against
compliance with F323 to protect the resident. Docume egarding the resident’s

choices will assist the survey team in making compliance decisions.

NOTE: Itisimportant to remember that idents in a facility, regardless of
outcome to a resident, are necessarily o facility noncompliance. A resident
can sustain bodily injury a an accident over which the facility had
no control (i.e., an unavai ccident). The survey team needs to review the

practices, and resi ights; preferences, and choices, to determine if the
potential or ne
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Compliance wi . 483.25(h)(1) and (2), F323, Accidents and Supervision

For the resident )
accid

e Evaluated/analyzed the hazards and risks;

e Implemented interventions, including adequate supervision and/or assistive
devices, to reduce the risks of an accident that were consistent with a resident’s
needs, goals, plan of care, and current standards of practice;

e Provided assistive devices consistent with a resident’s needs;



e Properly deployed and maintained resident specific equipment (e.g., lifts, canes,
wheelchairs, walkers);

e Provided a safe environment, such as by monitoring chemicals, wet floors, cords
and other equipment;

e Operated equipment in accordance with manufacturer’s recommendations and
resident need;

e Provided and maintain a secure environment (e.g., resident room, unit,
use areas, stairs and windows, facility grounds, etc.) to prevent negative

elopement behavior (regardless of whether ambulatory, in w

walker); and
e Monitored the effectiveness of the interventions and mod interventions as

necessary, in accordance with current standards of practice.

If not, cite F323.
Noncompliance for F323
After completing the investigation, detervgine g\et er or not compliance with the

regulation exists. Noncompliance fofE3 include, but is not limited to, one or
more of the following failures to:

e Provide each resident a
over which the faeility
chemicals and4medicati

ment that is as free as possible from hazards
trol, such as assuring safe storage of toxic
, and safe use of equipment and electrical appliances;

e Provide:
and/or

ocks, fire doors that have been propped open, irregular walking
faces, inadequate lighting or unsafe water temperatures;

e Supervise and monitor a resident who smokes and whose comprehensive
assessment and plan of care indicates a need for supervision;

e Provide assistive devices and/or appropriate training for the use of assistive
devices, based upon the assessed needs of the resident;

e Monitor for defective or disabled equipment, such as pumps, ventilators or other
equipment, or the improper use of assistive devices;



e Assess, develop interventions, and/or revise the plan of care for a resident who
has experienced falls, or who is identified as having risk factors for falling; and

e Assess, develop interventions, and/or revise the plan of care for a resident who
has exhibited or has a risk for unsafe wandering or elopement.

Potential Tags for Additional Investigation

During the investigation of 42 C.F.R. § 483.25(h)(1) and (2), the surveyor may have
identified concerns related to outcome, process, and/or structure requirements. 4 he
surveyor should investigate these requirements before determining whether
noncompliance may be present. The following are examples of related out: cess,
and/or structure requirements that should be considered:

e 42 C.F.R.483.13(a), F221, Restraints

o Determine if staff attempted alternativ
restraint and if a medical indication f

pproach to the use of a
its use is present.

e 42 C.F.R. 483.13(b), F223, Abuse
0 Determine if the resident was f om verbal, sexual, physical, and
mental abuse, corporal puni d involuntary seclusion.
e 42 C.F.R.483.20(b)(1), F2725Co0 nsive Assessments
0 Determine if the fac camprehensively assessed resident-specific risk
factors (includingipotential causes) and assessed the need for and use of

assistive device

), F279, Comprehensive Care Plans

e if the facility developed a plan of care based on the
ensive resident assessment consistent with the resident’s specific
itions, risks, needs, behaviors, and preferences and with current
ndards of practice, and that includes measurable objectives and
approximate timetables, specific interventions and/or services including
necessary supervision and/or any assistive devices needed to prevent
accidents to the extent possible.

e 42 C.F.R. 483.20(k)(2), F280, Comprehensive Care Plan Revision
o Determine if the plan of care was reviewed and revised periodically, as

necessary, related to preventing accidents, supervision required, and the
use of assistive devices.



e 42 C.F.R. 483.20(k)(3)(i), F281, Services Provided Meet Professional Standards

o Determine if services and care were provided for the use of assistive
devices, supervision, and prevention of accidents in accordance with
accepted professional standards.

e 42 C.F.R. 483.30(a), F353, Sufficient Staff

o Determine if the facility had qualified staff in sufficient numbers to
provide necessary care and services, including supervision, based upon
the comprehensive assessment and care plan, to prevent acci
possible.

e 42 C.F.R. 483.75(0), F520, Quality Assessment and Assuranc

V. DEFICIENCY CATEGORIZATION (Part V endix P)

Once the survey team has completed its i ti analyzed the data, reviewed the
regulatory requirements, and determined that noncompliance exists, the team must

determine the severity of each defici , on the resultant effect or potential for
harm to the resident.
The key elements for severit% ion for F323 are as follows:

0

ive me(s) or potential for negative outcomes because of
| hazards, lack of adequate supervision to prevent

. ained from falls and/or unsafe wandering/elopement;

Resident-to-resident altercations;

e Thermal burns from spills/immersion of hot water/liquids;
e Falls due to environmental hazards;

e Ingestion of chemical substances; and

e Burns related to smoking materials.



2. Degree of harm (actual or potential) related to the noncompliance. Identify how the
facility noncompliance caused, resulted in, allowed, or contributed to the actual or
potential for harm.

e If harm has occurred, determine if the harm is at the level of serious injury,
impairment, death, compromise, or discomfort; and

e If harm has not yet occurred, determine the potential for serious injury,
impairment, death, or compromise or discomfort to occur to the resident.

3. The immediacy of correction required. Determine whether the noncomplian
requires immediate correction in order to prevent serious injury, harm, itment,
or death to one or more residents.

The survey team must evaluate the harm or potential for harm b
levels of severity for tag F323. First, the team must rule gut wh
Immediate Jeopardy to a resident’s health or safety, exists by ev
practice in relation to immediacy, culpability, and severity. (Follow the guidance in

Appendix Q.)

Severity Level 4 Considerations: Immediate Jeopardy to Resident Health or Safety

Immediate Jeopardy is a situation in whic
requirements of participation:

ility’s noncompliance with one or more

e Has allowed, caused, or r is likely to allow, cause, or result in)
serious injury, harm, impai death to a resident; and

e Requires immedi
allowed the situati

an, as the facility either created the situation or

to‘eontinue by failing to implement preventive or corrective

The facility is required to implement specific actions to correct the
ncompliance which allowed or caused the Immediate Jeopardy.

When constdering Severity Level 4, the survey team must have already determined
noncompliance in the facility practices to provide a safe resident environment. Examples
of negative outcomes that occurred or have the potential to occur as a result of the
noncompliance might include the following:

e Esophageal damage due to ingestion of corrosive substances;

e Loss of consciousness related to head injuries;



e 3" degree burn, or a 2™ degree burn covering a large surface area;

e Fracture or other injury that may require surgical intervention and results in
significant decline in mental and/or physical functioning;

e Electric shock due to use of unsafe or improperly maintained equipment;

e Entrapment of body parts, such as limbs, head, neck, or chest that cause injury or
death as a result of defective or improperly latched side rails or spaces within
side rails, between split rails, between rails and the mattress, between side rails
and the bed frame, or spaces between side rails and the head or foot board of the
bed;

e Entrapment of body parts, such as limbs, head, neck, or chest
the potential to cause serious injury, harm, impairment o
manual method, physical or mechanical device, ria

e Fall(s) that resulted in or had the potential to fesult in sefious injury, impairment,
harm or death (e.g. fracture or other injury th
and/or results in significant decline in mental an ysical functioning), and
the facility had no established measure practice(s), or ineffective measure(s)
or practice(s), that would have preven e fall or limited the resident’s injury;

or
e Unsafe wandering and/or el b resulted in or had the potential to result
in serious injury, impair r death (e.g., resident leaves facility or
locked unit unnoticed or had potential to sustain serious injury,
the facility had no established measure(s) or
sure(s) or practice(s), that would have prevented or
ure to hazards.

NOTE: ed Jeopardy has been ruled out based upon the evidence, then

Severity

Severity Lével 3 indicates noncompliance that results in actual harm and can include but
may not be limited to clinical compromise, decline, or the resident’s ability to maintain
and/or reach his/her highest practicable well-being.

When considering Severity Level 3, the survey team must have already determined
noncompliance in the facility practices to provide a safe resident environment. As a
result of the noncompliance, a negative outcome occurred. Some examples of
compromise include:



e Short-term disability;
e Pain that interfered with normal activities;
e 2" degree burn;

e Fracture or other injury that may require surgical intervention and does not
result in significant decline in mental and/or physical functioning;

e Medical evaluation was necessary, and treatment beyond first aid (e.g., sutures)
was required;

e Fall(s) that resulted in actual harm (e.g., short-term disability;
interfered with normal activities; fracture or other injury that/ma
surgical intervention and does not result in significant dee in mental and/or
physical functioning; or medical evaluation was ssa m ent beyond
first aid (e.g., sutures) was required) and the facility had established measure(s)
or practice(s) in place that limited the resident!s potential to fall and limited the

resident’s injury and prevented the harm from¥ising to a/level of immediate
jeopardy; or

e Unsafe wandering and/or elopement tr@ted in actual harm and the facility

had established measure(s) or pr e(Spiagplace that limited the resident’s
exposure to hazards and prevented the harm from rising to a level of immediate

jeopardy.

NOTE: Unsafe wandggking ox.elopement that resulted in actual harm and the
facility hadino lished measure(s) or practice(s), or ineffective
measure(s) or ce(s) that would have prevented or limited the

esident’s'exposure to hazards should be cited at Level 4, Immediate
Opa

m@ 3 (actual harm that is not immediate jeopardy) has been ruled
diapon the evidence, evaluate whether Severity Level 2 (no actual harm
tential for more than minimal harm) exists.

NOTE: If Seve

Severity Level 2 Considerations: No Actual Harm with Potential for More Than Minimal
Harm that’is Not Immediate Jeopardy

Severity Level 2 indicates noncompliance that results in a resident outcome of no more
than minimal discomfort and/or has the potential to compromise the resident's ability to
maintain or reach his or her highest practicable level of well being. The potential exists
for greater harm to occur if interventions are not provided.



When considering Severity Level 2, the survey team must have already determined
noncompliance in the facility practices to provide a safe resident environment. As a
result of the noncompliance, a negative outcome occurred, or the potential for a negative
outcome exists, such as the following:

e Bruising, minor skin abrasions, and rashes;

e Pain that does not impair normal activities;

e 1% degree burn;

e Medical evaluation or consultation may or may not have been nece d
treatment such as first aid may have been required;

e Fall(s) which resulted in no more than minimal harm (e.
abrasions; pain that does not impair normal activities; a

aid may have been required) because the facility had additional established
measure(s) or practice(s) that limited the resi
injury or potential for injury; or

e Unsafe wandering and/or elopement, résulted in no more than minimal
harm because the facility had additiena ished measure(s) or practice(s)
that limited the resident’s exposuke to hazards. For example, a resident with
Alzheimer’s disease left the itsand was quickly found unharmed on
another unit, and the buildi considered a safe environment, as there was
no way for the resident.to |

Severity Level 1 Consideration Actual Harm with Potential for Minimal Harm

The failure of
residents at ris
for this regulator

rovide a safe environment and adequate supervision places
re than minimal harm. Therefore, Severity Level 1 does not apply



